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Medi care Program Prospective Paynent System for Hospita
Qut patient Services

ACGENCY: Health Care Financing Adm nistration (HCFA), HHS,
and O fice of Inspector CGeneral (O G, HHS

ACTION: Final rule with comment peri od.

SUVWMARY: This final rule with coment period inplenents a
prospective paynent system for hospital outpatient services
furni shed to Medi care beneficiaries, as set forth in
section 1833(t) of the Social Security Act. It also
establ i shes requirenents for provider departnents and
provi der-based entities, and it inplenents section 9343(c)
of the Omi bus Budget Reconciliation Act of 1986, which
prohi bits Medi care paynment for nonphysician services
furnished to a hospital outpatient by a provider or supplier
other than a hospital, unless the services are furnished

under an arrangenent with the hospital. |In addition, this
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rul e establishes in regulations the extension of reductions
in paynent for costs of hospital outpatient services

requi red by section 4522 of the Bal anced Budget Act of 1997,
as anended by section 201(k) of the Bal anced Budget
Refinement Act of 1999.

DATES: Effective date: July 1, 2000, except that the

changes to 8412.24(d)(6), new 8413.65, and the changes to
§489. 24(h), 8498.2, and 8498.3 are effective [OFR--Insert 6
months after the date of publication in the Federal

Regi ster.].

Applicability date: For Medicare services furnished by al

hospital s, including hospitals excluded fromthe inpatient
prospective paynent system and by comunity nmental health
centers, the effective date for inplenentation of the
hospi tal outpatient prospective paynent systemis

July 1, 2000.

Comment date: Comrents on the provisions of this rule

resulting fromthe Bal anced Budget Refinenent Act of 1999
will be considered if we receive themat the appropriate
address, as provided below, no later than 5 p.m on [OFR--
Insert 60 days after the date of publication in the Federal
Register]. W will not consider coments concerning

provi sions that remain unchanged fromthe Septenber 8, 1998
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proposed rule or that were revised based on public coment.
See section VIII for a nore detail ed discussion of the
provi si ons subject to comment.

ADDRESSES: Mail witten conmments (one original and three
copies) to the follow ng address ONLY: Health Care

Fi nanci ng Adm ni stration, Departnment of Health and Human
Services, Attention: HCFA-1005-FC, P.O Box 8013

Baltinore, MD 21244-8013.

I f you prefer, you may deliver, by courier, your
witten comments (one original and three copies) to one of
the foll owi ng addresses:

Room 443-G Hubert H Hunphrey Buil di ng,

200 | ndependence Avenue, SW,

Washi ngt on, DC 20201, or
C5-14-03, Central Building,

7500 Security Boul evard,

Bal tinore, MD 21244-1850.

Comrents nmailed to those addresses may be del ayed and coul d
be considered | ate.

Because of staffing and resource |imtations, we cannot
accept comments by facsimle (FAX) transm ssion. In

comenting, please refer to file code HCFA- 1005- FC
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Comments received tinely will be available for public
i nspection as they are received, generally beginning
approxi mately 3 weeks after publication of a docunent, in
Room 443-G of the Departnent’s offices at 200 | ndependence
Avenue, SW, Washington, DC, on Monday through Friday of
each week from8:30 a.m to 5 p.m (Phone (202) 690-7890).

For comments that relate to information collection
requi renents, mail a copy of coments to:
Heal t h Care Fi nancing Adm nistration,

Ofice of Information Services,

Security and Standards G oup,

Di vi sion of HCFA Enterprise Standards,

Room N2- 14- 26, 7500 Security Boul evard,

Bal tinore, MD 21244-1850,

Attn: John Burke, HCFA-1005-FC, and
Lauren Aiven, HCFA Desk O ficer,

Ofice of Information and Regul atory Affairs,

Room 3001, New Executive O fice Buil ding,

Washi ngt on, DC 20503.

Copies: To order copies of the Federal Register
containing this docunent, send your request to: New Orders,
Superint endent of Docunents, P.QO Box 371954,

Pittsburgh, PA 15250-7954. Specify the date of the issue
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requested and encl ose a check or noney order payable to the
Superint endent of Docunents, or enclose your Visa or Master
Card nunber and expiration date. Credit card orders can

al so be placed by calling the order desk at (202) 512-1800
or by faxing to (202) 512-2250. The cost for each copy is
$8. As an alternative, you can view and photocopy the
Federal Regi ster docunent at nost libraries designated as
Federal Depository Libraries and at many ot her public and
academ c libraries throughout the country that receive the
Federal Register.

FOR FURTHER | NFORMATI ON CONTACT:

Janet Well ham (410) 786-4510 or Chuck Braver, (410)786-6719
(for general information).

Joel Schaer (O G, (202) 619-0089 (for information
concerning civil noney penalties).

Kitty Ahern, (410) 786-4515 (for information related to the
classification of services into anbul atory paynent
classification (APC) groups).

CGeorge Morey (410) 786-4653 (for information related to the
determ nati on of provider-based status).

Janet Sanen (410) 786-9161 (for information on the
application of APCs to conmmunity nmental health centers).

SUPPLEMENTARY | NFORVATI ON:
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To assist readers in referencing sections contained in
this docunent, we are providing the follow ng table of
contents. Wthin each section, we summari ze pertinent
material from our proposed rule of Septenber 8, 1998
(63 FR 47552) followed by public coments and our responses.
Tabl e of Contents:
| . Backgr ound

A Ceneral and Legislative History

B. Summary of Provisions of the Bal anced Budget Act
of 1997 (the BBA 1997)

1. Prospective Paynent System (PPS)
2. El i m nati on of Fornul a-Driven Over paynment
3. Ext ensi on of Cost Reductions

C. The Septenber 8, 1998 Proposed Rul e

D. Overvi ew of Public Comments

E. Summary of Rel evant Provisions in the Bal anced
Budget Refinement Act of 1999 (the BBRA 1999)

1. Qutlier Adjustnent

2. Transi ti onal Pass-Through for Additional
Costs of Innovative Medical Devices, Drugs,
and Bi ol ogi cal s

3. Budget Neutrality Applied to New Adjustnents

4. Limtati on on Judicial Review

5. Inclusion in the Hospital Qutpatient PPS of
Certain Inplantable Itens

6. Paynment Wi ghts Based on Mean Hospital Costs
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7. Limtation on Variation of Costs of Services
Classified Wthin a G oup

8. Annual Review of the Hospital Qutpatient PPS
Conponent s

9. Coi nsurance Not Affected by Pass- Throughs

10. Extension of Cost Reductions

11. darification of Congressional |Intent
Regar di ng Base Anmounts Used in Determ ning
t he Hospital CQutpatient PPS

12. Transitional Corridors For Application of
Qut pati ent PPS

13. Limtation on Coinsurance for a Procedure
14. Reclassification of Certain Hospitals

1. Prohibition Against Unbundling of Hospital Qutpatient
Servi ces

A Backgr ound

B. O fice of Inspector General (O G Civil Mney
Penalty Authority and Civil Money Penalties for
Unbundl i ng Hospital Qutpatient Services

C. Summary of Final Regul ati ons on Bundling of
Hospital Qutpatient Services

D. Comrent s and Responses
I11. Hospital Qutpatient Prospective Paynent System (PPS)

A Hospital s I ncluded In or Excluded Fromthe
Qut pati ent PPS

B. Scope of Facility Services

1. Servi ces Excluded fromthe Scope of Services
Pai d Under the Hospital Qutpatient PPS

a. Backgr ound
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3.
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b. Comment s and Responses
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Under the BBRA 1999
d. Summary of Final Action
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Hospital Qutpatient PPS
a. Services for Patients Wi Have Exhausted

Their Part A Benefits

b. Partial Hospitalization Services
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d. Summary of Final Action
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Packagi ng Under the APC System
a. Summary of Proposal
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g. Packagi ng Costs for Drugs,
Phar maceutical s, and Bi ol ogi cal s
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Criteria to Define New or Innovative Medica
Devices Eligible for Pass-through Paynents

Determ nation of "Not Insignificant" Cost of
New |t ens

Cal cul ati ng the Additional Paynent
Process to Identify Itenms and to Obtain Codes

for Itenms Subject to Transitional
Pass- Thr oughs

Cal cul ation of Group Wi ghts and Conversi on Factor

1

G oup Weights (Includes Table 1, Packaged
Servi ces by Revenue Center)

Conver si on Factor
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Medi care and Beneficiary Payments for
Hospital Qutpatient Services (Pre-PPS)

b. Sum of the Relative Wights

Cal cul ati on of Coi nsurance Paynents and Medi care
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1
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b. Cal cul ating the Coi nsurance Anmount
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3. Cancer Centers and Small Rural Hospitals

Annual Updat es
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C. Comrent s and Responses
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APC

Addendum D- - 1996 HCPCS Codes Used to Cal cul ate Paynent Rates
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APG Anbul atory patient group

ASC Anmbul atory surgical center

AWP Aver age whol esal e price

BBA 1997 Bal anced Budget Act of 1997

BBRA 1999 Bal anced Budget Refinenment Act of 1999

CAH Critical access hospital
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Ca [ HCFA' s] Correct Coding Initiative

CCR Cost center specific cost-to-charge ratio

CCuU Coronary care unit
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CMHC
cwP
CORF

CPT

DVEPGS

DRG

EACH
EBAA
ED
EMS
EMTALA
ENT
ESRD
FDA
FDO
FQHC
HCPCS

HHA

14
Communi ty nmental health center
G vil noney penalty
Conpr ehensi ve outpatient rehabilitation facility
Consuner Price | ndex
[ Physicians'] Current Procedural Term nology, 4th
Edi ti on, 2000, copyrighted by the Anerican Medi cal
Associ ation
Dur abl e nmedi cal equi pnent

DMVE, orthotics, prosthetics, prosthetic devices,
prosthetic inplants and supplies

Di agnosi s-rel ated group

Di sproportionate share hospital
Essential access community hospital
Eye Bank Association of Anmerica
Enmer gency depart nent

Emer gency nedi cal services

Emer gency Medi cal Treatnent and Active Labor Act
Ear / Nose/ Thr oat

End- st age renal disease

Food and Drug Adm nistration

For mul a- dri ven over paynent
Federal ly qualified health center
HCFA Common Procedure Codi ng System

Hone heal th agency
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HRSA

| CD- 9- CM

| CU
| HS
| ME
| OL
JCAHO

LTH

MedPAC

MBA
NECVA

PPO
PPS
RFA
RHC
RPCH
RRC

SCH

15
Heal th Resources and Services Adm nistration

International C assification of D seases, N nth
Edition, Cinical Mdification

| nt ensi ve care unit

| ndi an Health Service

| ndi rect nedi cal education

I ntraocul ar | ens

Joi nt Conmi ssion on Accreditation of Healthcare
Organi zat i ons

Long-term hospit al

Medi car e- dependent hospi t al

Medi care Paynent Advi sory Conm ssion
Magneti c resonance i magi ng
Metropolitan statistical area

New Engl and County Metropolitan Area
Omi bus Budget Reconciliation Act
Cccupati onal therapy

Preferred provider organization
Prospective paynment system

Regul atory Flexibility Act

Rural health clinic

Rural primary care hospital

Rural referral center

Sol e community hospital
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SGR Sust ai nabl e growmt h rate

SNF Skilled nursing facility

TEFRA Tax Equity and Fiscal Responsibility Act of 1982
TPA Ti ssue Pl asm nogen Acti vat or

Y2K Year 2000

| . Backgr ound

>

CGCeneral and Legislative H story

When the Medicare programwas first inplenented, it
paid for hospital services (inpatient and outpatient) based
on hospital -specific reasonable costs attributable to
serving Medicare beneficiaries. Later, the | aw was anmended
tolimt paynment to the |lesser of a hospital's reasonable
costs or its customary charges. In 1983, section 601 of the
Soci al Security Amendnents of 1983 (Pub. L. 98-21)
conpletely revised the cost-based paynent system for nost
hospital inpatient services by enacting section 1886(d) of
the Social Security Act (the Act). This section provided
for a prospective paynment system (PPS) for acute hospital
i npatient stays, effective with hospital cost reporting
peri ods beginning on or after Cctober 1, 1983.

Al t hough paynent for nost inpatient services becane
subject to the PPS, Medicare hospital outpatient services

continued to be paid based on hospital -specific costs, which
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provided little incentive for hospitals to furnish

out patient services efficiently. At the sane tine, advances
i n medi cal technology and changes in practice patterns were
bringing about a shift in the site of nmedical care fromthe
inpatient to the outpatient setting. During the 1980s, the
Congress took steps to control the escalating costs of
provi di ng outpatient care. The Congress anended the statute
to i npl enent across-the-board reductions of 5.8 percent and
10 percent to the anmounts ot herw se payabl e by Medicare for
hospi tal operating costs and capital costs, respectively,
and enacted a nunber of different paynent nethods for
specific types of hospital outpatient services. These

met hods i ncluded fee schedules for clinical diagnostic

| aboratory tests, orthotics, prosthetics, and durable

medi cal equi pnent (DME); conposite rate paynent for dialysis
for persons with end-stage renal disease (ESRD); and
paynents based on bl ends of hospital costs and the rates
paid in other anmbul atory settings such as separately
certified anbul atory surgical centers (ASCs) or physician
offices for certain surgery, radiology, and other diagnostic
procedures. However, Mdicare paynent for services
performed in the hospital outpatient setting remains |argely

cost - based.
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In the Omibus Budget Reconciliation Act of 1986 (OBRA
1986) (Pub. L. 99-509), the Congress paved the way for
devel opment of a PPS for hospital outpatient services.
Section 9343(g) of OBRA 1986 mandated that fiscal
intermediaries require hospitals to report clains for
servi ces under the HCFA Common Procedure Codi ng System
(HCPCS). Section 9343(c) of OBRA 1986 extended the
prohi bi ti on agai nst unbundling of hospital services under
section 1862(a)(14) of the Act to include outpatient
services as well as inpatient services. The HCPCS codi ng
enabl ed us to determ ne which specific procedures and
services were being billed, while the extension of the
prohi bi ti on agai nst unbundling ensured that all nonphysician
services provided to hospital outpatients would be billed
only by the hospital, not by an outside supplier, and,
therefore, would be reported on hospital bills and captured
in the hospital outpatient data that could be used to
devel op an outpatient PPS.

A proposed rule to inplenent section 9343(c) was
published in the Federal Register on August 5, 1988.
However, those regul ations were never published as a final
rule, so we included themin the hospital outpatient PPS

proposed rul e published in the Federal Register on
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Septenber 8, 1998 (63 FR 47552) and will inplenent them as
part of this final rule.

Section 1866(g) of the Act, as added by section 9343(c)
of OBRA 1986, and anended by section 4085(i)(17) of the
Omi bus Budget Reconciliation Act of 1987 (OBRA 1987)
(Pub. L. 100-203), authorizes the Departnent of Health and
Human Services' Ofice of Inspector Ceneral to inpose a
civil nmoney penalty (CMP), not to exceed $2,000, agai nst any
i ndi vidual or entity who know ngly and wllfully presents a
bill in violation of an arrangenent (as defined in section
1861(w) (1) of the Act).

In section 9343(f) of the OBRA 1986 and
section 4151(b)(2) of the Omibus Budget Reconciliation Act
of 1990 (Pub. L. 101-508), the Congress required that we
devel op a proposal to replace the current hospital
out pati ent paynent systemw th a PPS and submt a report to
t he Congress on the proposed system

The Secretary submtted a report to the Congress on
March 17, 1995, sunmarizing the research we conducted
searching for a way to classify outpatient services for
pur poses of devel oping an outpatient PPS. The report cited
anbul atory patient groups (APGs), devel oped by 3MHeal th

I nfformation Systens (3MH'S) under a cooperative grant with
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HCFA, as the nobst prom sing classification systemfor
groupi ng out patient services and reconmended that APG i ke
groups be used in designing a hospital outpatient PPS.

The report also presented a nunber of options that
coul d be used, once a PPS was in place, for addressing the
i ssue of rapidly grow ng beneficiary coinsurance. As a
separate i ssue, we recomended that the Congress anend the
provisions of the |aw pertaining to the bl ended paynent
met hods for ASC surgery, radiology, and other diagnostic
services to correct an anomaly that resulted in a | ess than
full recognition of the amount paid by the beneficiary in
cal cul ating program paynent (referred to as the formul a-
driven overpaynent).

Three sections of the Bal anced Budget Act of 1997 (the
BBA 1997) (Pub. L. 105-33), enacted on August 5, 1997,
af fect Medi care paynent for hospital outpatient services.
Section 4521 of the BBA 1997 elimnates the fornul a-driven
over paynent for anbul atory surgical center procedures,
radi ol ogy services, and di agnostic procedures furnished on
or after October 1, 1997. In Novenber 1998, we issued cost
report instructions (Provider Reinbursenent Manual, Part ||
Chapter 36, Transmttal 4) that inplenented this provision

for services furnished on or after October 1, 1997. Section
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4522 of the BBA 1997 anends section 1861(v)(1)(S)(ii) of the
Act by extending cost reductions in paynent for hospital
out patient operating costs and hospital capital costs, 5.8
percent and 10 percent respectively, before January 1, 2000.
Section 4523 of the BBA 1997 anends section 1833 of the Act
by addi ng subsection (t), which provides for inplenentation
of a PPS for outpatient services. (Under Section 4523 of
the BBA 1997 the outpatient PPS does not apply to cancer
hospital s before January 1, 2000.) Set forth belowin
section | .Bis a detailed description of the changes nade by
t he BBA 1997.

On Novenber 29, 1999, the Bal anced Budget Refinenent
Act of 1999 (the BBRA 1999), Pub. L. 106-113, was enact ed.
This Act made nmj or changes that affect the proposed
hospital outpatient PPS. The |egislative changes are
summarized in section |I.E, below. Mre specific details on
i ndi vi dual provisions that we are inplenenting in this final
rule with comrent period are included under the various
sections of this preanble.

B. Summary of Provisions in the Bal anced Budget Act of

1997 (the BBA 1997)

1. Prospective Paynent System (PPS)
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Section 4523 of the BBA 1997 anended section 1833 of
the Act by addi ng subsection (t), which provides for a PPS
for hospital outpatient departnment services. (The follow ng
citations reflect the statute as enacted by the BBA 1997.)
Section 1833(t)(1)(B) of the Act authorizes the Secretary to
desi gnate the hospital outpatient services that would be
pai d under the PPS. That section also requires that the
hospi tal outpatient PPS include hospital inpatient services
desi gnated by the Secretary that are covered under Part B
for beneficiaries who are entitled to Part A benefits but
who have exhausted them or otherw se are not entitled to
them Section 1833(t)(1)(B)(iii) of the Act specifically
excl udes anbul ance, physical and occupational therapy, and
speech- | anguage pat hol ogy services, for which paynent is
made under a fee schedul e.

Section 1833(t)(2) of the Act sets forth certain
requirenents for the hospital outpatient PPS. The Secretary
is required to develop a classification systemfor covered
out patient services that nmay consist of groups arranged so
that the services within each group are conparable
clinically and with respect to the use of resources.

Section 1833(t)(2)(C of the Act specifies data

requirenents for establishing relative paynent weights. The
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wei ghts are to be based on the nedian hospital costs

determ ned by 1996 clains data and data fromthe nost recent
avai |l abl e cost reports. Section 1833(t)(2)(D) of the Act
requires that the portion of the Medicare paynent and the
beneficiary coinsurance that are attributable to | abor and

| abor-rel ated costs be adjusted for geographic wage
differences in a budget neutral nmanner.

The Secretary is authorized under section 1833(t)(2)(E)
of the Act to establish, in a budget neutral manner, other
adj ustnments, such as outlier adjustnents or adjustnents for
certain classes of hospitals, that are necessary to ensure
equi tabl e paynents. Section 1833(t)(2)(F) of the Act
requires the Secretary to develop a nmethod for controlling
unnecessary increases in the volunme of covered outpatient
servi ces.

Section 1833(t)(3) of the Act specifies how beneficiary
deductibles are to be treated in calculating the Medicare
paynent and beneficiary coi nsurance anounts and requires
that rules be established regardi ng determ nation of
coi nsurance anounts for covered services that were not
furnished in 1996. The statute freezes beneficiary
coi nsurance at 20 percent of the national medi an charges for

covered services (or group of covered services) furnished
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during 1996 and updated to 1999 using the Secretary’s
estimated charge growh from 1996 to 1999.

Section 1833(t)(3) of the Act al so prescribes the
formula for calculating the initial conversion factor used
to determ ne Medicare paynent anmounts for 1999 and the
met hod for updating the conversion factor in subsequent
years.

Sections 1833(t)(4) and (t)(5) of the Act describe the
met hod for determ ning the Medicare paynent anount and the
beneficiary coi nsurance anount for services covered under
the outpatient PPS. Section 1833(t)(5)(B) of the Act
requires the Secretary to establish a procedure whereby
hospitals may voluntarily elect to reduce beneficiary
coi nsurance for sone or all covered services to an anount
not | ess than 20 percent of the Medicare paynent anount.
Hospitals are further allowed to dissem nate information on
any such reductions of coinsurance anounts. Section 4451 of
t he BBA 1997 added section 1861(v)(1)(T) to the Act, which
provi des that any reduction in coinsurance nust not be
treated as a bad debt.

Section 1833(t)(6) authorizes periodic review and
revision of the paynent groups, relative paynent weights,

wage i ndex, and conversion factor.
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Section 1833(t)(7) of the Act describes how paynent is
to be nmade for anbul ance services, which are specifically
excl uded fromthe outpatient PPS under section 1833(t)(1)(B)
of the Act.

Section 1833(t)(8) of the Act provides that the
Secretary nmay establish a separate conversion factor for
services furnished by cancer hospitals that are excl uded
from hospital inpatient PPS.

Section 1833(t)(9) of the Act prohibits adm nistrative
or judicial review of the hospital outpatient PPS
classification system the groups, relative paynent weights,
wage adjustnent factors, other adjustnents, calcul ation of
base amobunts, periodic adjustnments, and the establishnment of
a separate conversion factor for those cancer hospitals
excl uded from hospital inpatient PPS.

Section 4523(d) of the BBA 1997 nmade a conform ng
anendnent to section 1833(a)(2)(B) of the Act to provide for
paynment under the hospital outpatient PPS for sonme services
described in section 1832(a)(2) that are currently paid on a
cost basis and furnished by providers of services, such as
conprehensi ve outpatient rehabilitation facilities (CORFs),
home heal th agencies (HHAs), hospices, and community nental

health centers (CVHCs). This anmendnent provides that
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partial hospitalization services furnished by CVHCs be paid
under the PPS.
2. El i m nati on of Fornul a-Driven Over paynment

Bef ore enactnent of section 4521(b) of the BBA 1997,
usi ng the bl ended paynent fornulas for ASC procedures,
radi ol ogy, and ot her di agnostic services, the ASC or
physi ci an fee schedule portion was calculated as if the
beneficiary paid 20 percent of the ASC rate or physician fee
schedul e anpbunt instead of the actual anount paid, which was
20 percent of the hospital's billed charges.
Section 4521(b), which anmended sections 1833(i)(3)(B)(i)(ll)
and 1833(n)(1)(B)(i) of the Act, corrects this anonmaly by
changi ng the bl ended cal cul ations so that all anounts paid
by the beneficiary are subtracted fromthe total paynent in
the calculation to determ ne the anount due fromthe
program Effective for services furnished on or after
Cctober 1, 1997, paynent for surgery, radiol ogy, and other
di agnostic services cal cul ated by bl ended paynent nethods is
now cal cul ated by subtracting the full anobunt of coi nsurance
due fromthe beneficiary (based on 20 percent of the
hospital's billed charges).
3. Ext ensi on of Cost Reductions

Section 1861(v)(1)(S)(ii) of the Act was anended by

section 4522 of the BBA 1997 to require that the anmounts
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ot herwi se payable for hospital outpatient operating costs
and capital costs be reduced by 5.8 percent and 10 percent,
respectively, through Decenber 31, 1999.

C. The Septenber 8, 1998 Proposed Rul e

We published a proposed rule in the Federal Register on
Septenber 8, 1998 (63 FR 47552) setting forth the proposed
PPS for hospital outpatient services. In that proposed
rule, we explained that, due to Year 2000 (Y2K) systens
concerns, inplenentation of the new paynent system woul d be
del ayed until after January 1, 1999. (The statenent in the
rule that the statute requires inplenentation "effective
January 1, 1999," and other simlar statenents in other
rules, were not intended to nean that the statute requires
retroactive inplenentation of the hospital outpatient PPS.
As noted elsewhere in this rule, the statute does not inpose
such a requirenent.) As noted in that docunent, the scope
of systens changes required to inplenment the hospital
outpatient PPS is so enornous as to be inpossible to
acconplish concurrently with the critical work that we, our
contractors, and our provider-partners had to performto
ensure that all of our respective systens were Y2K
conpliant. Section Xl of the proposed rule (63 FR 47605)
explains in greater detail the reasons for del aying

i npl enent ati on.
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The proposed rule originally provided for a 60-day
coment period. However, the comment period was extended
four tinmes, ultimately ending on July 30, 1999. (See 63 FR
63429, Novenber 13, 1998; 64 FR 1784, January 12, 1999; 64
FR 12277, March 12, 1999; and 64 FR 36320; July 6, 1999.)
On June 30, 1999, we published a correction notice
(64 FR 35258) to correct a nunber of technical and
t ypographi cal errors contained in the Septenber 8, 1998
proposed rule. The nunmerical values in the proposed rule
reflected incorrect data and data progranm ng. Anong ot her
corrections, the notice set forth revised nunerical val ues
for the current paynent, total services (total units),
relative weights, proposed paynent rates, nationa
unadj ust ed coi nsurance, m ni num unadj usted coi nsurance, and
service-m x i ndex.

D. Overview of Public Comments

W received approxi mately 10,500 comments in response
to our Septenber 8, 1998 proposed rule. That count i ncludes
t he nunmerous requests from hospital and other interested
groups and organi zations that we extend the public comrent
period to allow additional tinme for analysis of the inpact
of our proposals. As we explain above, we extended the

comment period four tinmes, to end finally on July 30, 1999.
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In addition to receiving coomments froma nunber of
organi zations representing the full spectrum of the hospital
i ndustry, we received comments from beneficiaries and their

famlies, physicians, health care workers, individual
hospi tal s, professional associations and societies, |egal
and nonl egal representatives and spokespersons for
beneficiaries and hospitals, nmenbers of the Congress, and
other interested citizens. The majority of comments
addressed our proposals regardi ng paynent for: corneal
ti ssue; paynent for high-cost technol ogies, both existing
and future; paynent for bl ood and bl ood products; and
paynment for high cost drugs, including chenotherapy agents.
We al so recei ved nunerous conments addressing: our approach
to ratesetting using the anbul atory paynment classification
(APC) system our nethod of cal culating the paynent
conversion factor; and the potentially negative inpact of
t he proposed hospital outpatient PPS on hospital revenues.
In addition, we received many conments concerning the
proposed regul ations for provider-based entities.

We carefully reviewed and considered all comrents
received tinmely. The many nodifications that we nmade to our
proposed regul ations in response to comenters’ suggestions

and recomendations are reflected in the provisions of this
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final rule. Comrents and our responses are addressed by
topic in the sections that follow

E. Summary of Rel evant Provisions in the Bal anced Budget

Refi nement Act of 1999 (the BBRA 1999)

As not ed above, subsequent to publication of the
proposed rule, the BBRA 1999 was enacted on Novenber 29,
1999. The BBRA 1999 nmde mmj or changes that affect the
proposed hospital outpatient PPS. Because these changes are
effective with the inplenentation of the PPS, we have had to
make sone revisions fromthe Septenber 8, 1998 proposed
rule. The provisions of the BBRA 1999 that we are
inplementing in this final rule with comment period follow
1. Qutlier Adjustnment

Section 201(a) of the BBRA 1999 anends section 1833(t)
by redesignating paragraphs (5) through (9) as paragraphs
(7) through (11) and addi ng a new paragraph (5). New
section 1833(t)(5) of the Act provides that the Secretary
wi || make paynent adjustnents for covered services whose
costs exceed a given threshold (that is, an outlier
paynment). This section describes how the additional
paynments are to be cal cul ated and caps the projected outlier
paynments at no nore than 2.5 percent of the total projected
paynments (sum of both Medi care and beneficiary paynents to

the hospital) nade under hospital outpatient PPS for years
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before 2004 and 3.0 percent of the total projected paynents
for 2004 and subsequent years.
2. Transi tional Pass-Through for Additional Costs of
| nnovati ve Medi cal Devices, Drugs, and Biologicals

Section 201(b) of the BBRA 1999 adds new
section 1833(t)(6) to the Act, establishing transitional
pass-through paynents for certain nedical devices, drugs,
and biologicals. This provision does the follow ng:
specifies the types of itens for which additional paynents
nmust be nmade; describes the anmount of the additional
paynent; limts these paynents to at |east 2 years but not
nmore than 3 years; and caps the projected paynent
adj ustnents annually at 2.5 percent of the total projected
paynments for hospital outpatient services each year before
2004 and no nore than 2.0 percent in subsequent years.
Under this provision, the Secretary has the authority to
reduce pro rata the amount of the additional paynents if,
before the beginning of a year, she estinmates that these
paynments woul d ot herwi se exceed the caps.
3. Budget Neutrality Applied to New Adjustnents

Section 201(c) of the BBRA 1999 anends
section 1833(t)(2)(E) of the Act to require that the

establishment of outlier and transitional pass-through
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paynment adjustnments is to be made in a budget neutral
manner .
4. Limtation on Judicial Review

Section 201(d) of the BBRA 1999 anends redesi gnated
section 1833(t)(11) of the Act by extending the prohibition
of adm nistrative or judicial review to include the factors
for determning outlier paynments (that is, the fixed
mul tiple, or a fixed dollar cutoff anount, the marginal cost
of care, or applicable total paynent percentage), and the
determ nation of additional paynents for certain nedica
devi ces, drugs, and biologicals, the insignificant cost
determ nation for these itens, the duration of the
addi tional paynent or portion of the PPS paynent anount
associated wth particul ar devices, drugs, or biologicals,
and any pro rata reduction.
5. Inclusion in the Hospital Qutpatient PPS of Certain
| mpl antabl e Itens

Section 201(e) of the BBRA 1999 anends
section 1833(t)(1)(B) of the Act to include as covered
out patient services inplantable prosthetics and DVE and
di agnostic x-ray, |aboratory, and other tests associated
wi th those inplantable itens.

6. Paynment Wi ghts Based on Mean Hospital Costs
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Section 201(f) of the BBRA 1999 anends
section 1833(t)(2)(C of the Act, which specifies data
requi renents for establishing relative paynment weights, to
allow the Secretary the discretion to base the weights on
ei ther the nedian or nean hospital costs determ ned by data
fromthe nost recent avail able cost reports.
7. Limtation on Variation of Costs of Services C assified
Wthin a Goup
Section 201(g) of the BBRA 1999 anends
section 1833(t)(2) of the Act to limt the variation of
costs of services within each paynment classification group
by providing that the highest nmedian (or nmean cost, if
el ected by the Secretary) for an itemor service within the
group cannot be nore than 2 tinmes greater than the | owest
medi an (or nean) cost for an itemor service within the
group. The provision allows the Secretary to make
exceptions in unusual cases, such as for |ow volune itens
and servi ces.
8. Annual Review of the Hospital Qutpatient PPS Conponents
Section 201(h) of the BBRA 1999 anends redesi gnated
section 1833(t)(8) of the Act to require at |east annual
review of the groups, relative paynent wei ghts, and the wage
and ot her adjustnents nade by the Secretary to take into

account changes in nedical practice, the addition of new
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services, new cost data, and other relevant information and
factors. That section of the Act is further amended to
require the Secretary to consult with an expert outside
advi sory panel conposed of an appropriate sel ection of
provi der representatives who will review the clinical
integrity of the groups and wei ghts and advi se the Secretary
accordingly. The panel may use data other than those
col l ected or devel oped by the Departnent of HHS for the
revi ew and advi sory purposes.
9. Coi nsurance Not Affected by Pass-Throughs

Section 201(i) of the BBRA 1999 anends redesi gnated
section 1833(t)(7) of the Act to provide that the
beneficiary coinsurance anount will be calculated as if the
outlier and transitional pass-throughs had not occurred;
that is, there will be no coinsurance collected from
beneficiaries for the additional paynents nade to hospitals
by Medicare for these adjustnents.
10. Extension of Cost Reductions

Section 201(k) of the BBRA 1999 anends
section 1861(v)(1)(S)(i1) of the Act to extend until the
first date that the hospital outpatient PPS is inplenented,
the 5.8 and 10 percent reductions for hospital operating and

capital costs, respectively.
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11. darification of Congressional |Intent Regardi ng Base
Amounts Used in Determning the Hospital Qutpatient PPS

Section 201(1) of the BBRA 1999 provides that, "Wth
respect to determ ning the anount of copaynents described in
paragraph (3)(A)(ii) of section 1833(t) of the Soci al
Security Act, as added by section 4523(a) of the BBA,
Congress finds that such anmount should be determ ned w t hout
regard to such section, in a budget neutral manner with
respect to aggregate paynents to hospitals, and that the
Secretary of Health and Human Services has the authority to
determ ne such anount w thout regard to such section.”
Pursuant to this provision, we are calculating the aggregate
PPS paynent to hospitals in a budget neutral nmanner.
12. Transitional Corridors For Application of Qutpatient
PPS

Section 202 of the BBRA 1999 anends section 1833(t) of
the Act by redesignating paragraphs (7) through (11) as
paragraphs (8) through (12), and addi ng a new paragraph (7),
whi ch provides for a transitional adjustnment to limt
paynment reductions under the hospital outpatient PPS. Mre
specifically, for the years 2000 t hrough 2003, a provider,
including a CVHC, will receive an adjustnent if its paynent-
to-cost ratio for outpatient services furnished during the

year is less than a set percentage of its paynent-to-cost
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ratio for those services in its cost reporting period ending
in 1996 (the base year). Two categories of hospitals, rural
hospitals with 100 or fewer beds and cancer hospitals, wll
be held harm ess under this provision. Small rural
hospitals, for services furnished before January 1, 2004,
w Il be maintained at the sanme paynent-to-cost ratio as
their base year cost report if their PPS paynent-to-cost
ratio is less. The hold-harm ess provision applies
permanently to cancer centers. Section 202 al so requires
the Secretary to nmake interimpaynents to affected hospitals
subject to retrospective adjustnents and requires that the
provisions of this section do not affect beneficiary
coinsurance. Finally, this provision is not subject to
budget neutrality.
13. Limtation on Coinsurance for a Procedure

Section 204 of the BBRA 1999 anends redesignated
section 1833(t)(8) of the Act to provide that the
coi nsurance anount for a procedure perforned in a year
cannot exceed the hospital inpatient deductible for that
year.
14. Reclassification of Certain Hospitals

Section 401 of the BBRA 1999 adds section 1886(d)(8)(E)

to the Act to permt reclassification of certain urban
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hospitals as rural hospitals. Section 401 adds section
1833(t)(13) to the Act to provide that a hospital being
treated as a rural hospital under section 1886(d)(8)(E) also
be treated as a rural hospital under the hospital outpatient
PPS.
1. Prohibition Against Unbundling of Hospital Qutpatient
Servi ces
A.  Background

Sections 9343(c)(1) and (c)(2) of OBRA 1986 anended
sections 1862(a)(14) and 1866(a)(1)(H of the Act,
respectively. As revised, section 1862(a)(14) of the Act
prohi bits payment for nonphysician services furnished to
hospital patients (inpatients and outpatients), unless the
services are furnished by the hospital, either directly or
under an arrangenent (as defined in section 1861(w)(1) of
the Act). As revised, section 1866(a)(1)(H of the Act
requi res each Medicare-participating hospital to agree to
furnish directly all covered nonphysician services required
by its patients (inpatients and outpatients) or to have the
services furni shed under an arrangenent (as defined in
section 1861(w) (1) of the Act). Section 9338(a)(3) of
OBRA 1986 affected inplenentation of the bundling nmandate by

amendi ng section 1861(s)(2)(K) of the Act to permt services
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of physician assistants to be covered and billed separately.
Sections 4511(a)(2)(C and (D) of the BBA 1997 further

revi sed sections 1862(a)(14) and 1866(a)(1)(H) of the Act,
respectively, to exclude services of nurse practitioners and
clinical nurse specialists, described in section
1861(s)(2)(K)(ii) of the Act, fromthe bundling requirenent.

B. Ofice of Inspector General (OG Civil Mney Penalty

Authority and Civil Mney Penalties for Unbundling Hospital

Qut pati ent Services

In order to deter the unbundling of nonphysician
hospi tal services, section 9343(c)(3) of OBRA 1986 added
section 1866(g) to the Act to provide for the inposition of
civil nmoney penalties (CWPs), not to exceed $2,000, agai nst
any person who knowingly and willfully presents, or causes
to be presented, a bill or request for paynent for a
hospi tal outpatient service under Part B of Medicare that
violates the requirenent for billing under arrangenents
specified in section 1866(a)(1)(H) of the Act. |In addition,
section 1866(g) includes authorization to inpose a CVP, in
the same manner as other CWMPs are inposed under section
1128A of the Act when arrangenents shoul d have been made but
were not. Section 4085(i)(17) of OBRA 1987 anended

section 1866(g) of the Act by deleting all references to
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hospi tal outpatient services under Part B of Medicare. The
result of this anendnent is that the CMP is now applicable
for services furnished to hospital patients, whether paid
for under Medicare Part A or B

In order to inplenent section 1866(g) of the Act, we
proposed in our August 5, 1988 proposed rule that the O G
woul d i npose a CMP agai nst any person who know ngly and
wllfully presents, or causes to be presented, a bill or
request for paynent for a hospital outpatient service under
Part B of Medicare that violates the billing arrangenent
under section 1866(a)(1)(H of the Act or the requirenent

for an arrangenment. The anount of the CMP is to be |imted

to $2,000 for each inproper bill or request, even if the
bill or request included nore than one item or service.
C. Summary of Final Reqgulations on Bundling of Hospital

Qut pati ent Services

In our Septenber 8, 1998 proposed rule, we proposed to
make final nost of the provisions of the August 5, 1988
proposed rule but with a nunber of revisions that we
describe in detail in the proposed rule (63 FR 47558 through
47559). W are adopting as final regul ati ons what we
proposed in the Septenber 8, 1998 rule with the foll ow ng

addi ti onal changes:
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! We are adding a new paragraph (b)(7) to 8410.42
(Limtations on coverage of certain services furnished to
hospital outpatients) to provide an exception to the
hospital bundling requirenents for services hospitals
furnish to SNF residents as defined in 8411. 15(p).
(Section 410.42 has been redesignated from 8410.39 in the
proposed rule.)

! We are making a mnor change to newy redesignated
paragraph (m(2) (this |language was fornmerly included in
paragraph (m (1)) in 8411.15 (Particul ar services excl uded
fromcoverage) to nmake it clearer that the exclusion
di scussed in this section is referring to excluding certain
services from cover age.

! Except for m nor wordi ng changes in introductory
par agraph (b) of 81003.102 (Basis for civil noney penalties
and assessnents), that section remains as it appeared in the
August 5, 1988 proposed rule. Paragraph (b)(15) is
redesi gnated from proposed paragraph (b)(4) in the
August 5, 1988 proposed rule and (b)(14) in the Septenber 8,
1998 proposed rule. Paragraphs (b)(12) through (b)(14) of
§10;3.102 are reserved.

- We are adding a new paragraph (k) to 81003. 103

(Amount of penalty) to indicate that the O G nay i npose a
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penalty of not nore than $2,000 for each bill or request for
itens and services furnished to hospital patients in

viol ation of the bundling requirenents.

! We are al so anendi ng 81003. 105 ( Excl usion from
participation in Medicare, Medicaid and other Federal health
care prograns) by revising paragraph (a)(1)(i) to reflect
that the basis for inposition of a CMP is also a basis for
exclusion fromparticipation in Medicare, Medicaid and ot her

Federal health care prograns.

D. Comment s and Responses

Comment: One associ ation requested that we clarify
whet her | ab tests are subject to the bundling requirenent or
whet her those services are included in the definition of
di agnostic tests that are not required to be bundled. If
| ab tests are bundl ed, the association asked that we seek a

| egi sl ati ve change to permt a provider, other than the |ab

that perfornms the test, to bill for the test.
Response: Laboratory tests, like all other services

furni shed to hospital patients, nust be provided directly or
under arrangenments by the hospital and only the hospital may
bill the program Section 1833(h)(5) (A (iii) of the Act

provi des an exception to the requirenent that paynent for a

clinical diagnostic |ab may be nade only to the person or
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entity that performed or supervised the performance of the
test. This section provides that in the case of a clinical
di agnostic | aboratory test provided under arrangenent made
by a hospital or CAH, paynent is nade to the hospital.

All diagnostic tests that are furnished by a hospital,
directly or under arrangenents, to a registered hospital
out patient during an encounter at a hospital are subject to
the bundling requirenments. The hospital is not responsible
for billing for the diagnostic test if a hospital patient
| eaves the hospital and goes el sewhere to obtain the
di agnostic test.

Comment: The sane associ ation asked us to clarify that
services billed to skilled nursing facilities (SNFs) under
the consolidated billing requirenent woul d be exenpt from
the bundling requirenent for hospital outpatient services.

Response: W agree that in situations where a
beneficiary receives outpatient services froma Medicare
participating hospital or CAH while tenporarily absent from
the SNF, the beneficiary continues to be considered a SNF
resident specifically with regard to the conprehensive care
pl an requi red under 8483.20(b). Such services are,
therefore, subject to the SNF consolidated billing provision

and shoul d be exenpt fromthe hospital outpatient bundling
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requi renents. The final regulations at 8410.42(b)(7)
reflect this exception.

We note that the SNF consolidated billing requirenents,
under 8411.15(p)(3)(iii), do not apply to a limted nunber
of exceptionally intensive hospital outpatient services that
lie well beyond the scope of care that SNFs would ordinarily
furnish, and thus beyond the ordi nary scope of SNF care
pl ans. The hospital outpatient services that are currently
included in this policy are: cardiac catheterization;
conputeri zed axi al tonography (CAT) scans; MIs; anbul atory
surgery involving the use of an operating roony energency
room services; radiation therapy; angi ography; and |ynphatic
and venous procedures. Wen a hospital or CAH provides
these services to a beneficiary, the beneficiary s status as
a SNF resident ends, but only with respect to these
services. The beneficiary is now considered to be a
hospi tal outpatient and the services are subject to hospital
out patient bundling requirenents. |In Novenber 1998, we
i ssued Program Menorandum transmttal nunber A-98-37, which
provi des additional clarification on this exclusion as well
as a list of specific HCPCS codes that identify the services
that are excluded from SNF consol idated billing but subject

to hospital outpatient bundling.
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Comment: One commenter understood that the proposed
rule would permt paynent for all diagnostic tests that are
furni shed by a hospital or other entity if the patient
| eaves the hospital and obtains the service el sewhere;
however, the commenter requested clarification as to the
treatnent of "outsourced" hospital departnents. The
commenter stated that hospitals are increasingly outsourcing
departnments to providers that can furnish services
efficiently. Oten these providers do not operate as "under
arrangenments" providers to the hospital, but as free-
standi ng providers offering outpatient services on hospital
grounds. The commenter specifically asked whether a free-
standing entity providing outpatient services on hospital
grounds, but operated independently of the hospital is able
to bill separately for services furnished or is the entity
considered to be part of the hospital and required to
furni sh services "under arrangenent.”

Response: A free-standing entity, that is, one that is
not provider-based, may bill for services furnished to
beneficiaries who do not neet the definition of a hospital
outpatient at the tine the service is furnished. Qur

bundling requirenents apply to services furnished to a
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"hospital outpatient," as defined in 8410.2, during an
"encounter," also defined in 8410. 2.

Comment: One commenter indicated that while the
proposed revision to 81003. 102(b) accurately reflected the
statutory directive that the basis for inposing a CMP is a
"bill or request for paynent," the proposed anmendnent to
81003. 103(a) regarding the appropriate penalty anmount to be
i nposed for bundling violations was in error. The comrenter
indicated that the O G lacks the authority to i npose a CWP
in the amount of $10, 000 for these violations, and that such
a penalty should be not nore than $2,000 for each violation.

Response: The commenter is correct. Wile
section 231(c) of the Health Insurance Portability and
Accountability Act of 1996, Pub. L. 104-191, increased the
CMP maxi mum anount from $2,000 to $10,000, the statute sets
forth "itens or services" as the basis upon which a higher
CWP anobunt may be assessed. However, with regard to
bundling violations, the Secretary may i npose a CVP only on
the basis of a "bill or request for paynent" rather than
"for each item and service" as stated in the proposed
revision to 81003.103. W are correcting this error by

addi ng a new 81003. 103(k) to indicate that the O G may
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i npose a penalty of not nore than $2,000 for each bill
request for itens and services furnished to hospital

patients in violation of the bundling requirenents.

or
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